CLAIMS: 



% 



A method^^amiiiing a biological sample for evidence of disregulated cellular 
growth comprising comparing the status of 20P1F12/TMPRSS2 in the biological sample 
5 to the status of 20P IF 12/TMPRSS2 in a corresponding normal sample, wherein 
alterations in the status of 20P1F12/TMPRSS2 in the biological sample are associated 
with disregulated cellular growth\ 



Qf^ The method according to claim 1, wherein the status of 20P IF 1 2/TMPRSS2 in 
10 the biological sample is evaluated by examining levels of 20P IF 12/TMPRSS2 mRNA 
expression or levels of 20P1H12/TMPRSS2 protein expression. 

$P The method according to claim 1, wherein the status of 20P IF 12/TMPRSS2 in 
the biological sample is evaluated by observing the presence or absence of a 
15 20P1F12/TMPRSS2 immunorictive complex. 



20 



(4/ The method acc 
the bicfcgical sample i, 
Southern analysis, n 
immunoassay. 



:ording to claim 1, wherein the status of 20P1F12/TMPRSS2 in 
aluated by a method selected from the group consisting of 
ern analysis, polymerase chain reaction analysis and 



30 



y The method according to claim 1, wherein the biological sample is selected from 
the group consisting of blood, serum, stool, urine, semen and-biSpsiedtissue. 



/ 6. The method according to claim 1, wherein the disregulated cellular growth is 
indicative of a prostate cance 

7 . The method according to claim 1, wherein the disregulated cellular growth is 
indicative of a colon /ancer. 



v 



The method of claim 1, wlerein the status of 20P1F12/TMPRSS2 in the 
biological sample is evaluated by an iiwhiunoassay which measures the concentration of a 
free 20P IF 12/TMPRSS2 polvper^Jfe, the concentration of 20P1F12/TMPRSS2 
polypeptide complexed to a binding partner or the ratio comparing the concentration of 
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the free 20P1F12/TWRSS2 polypeptide to the concentration of the 
20P1F12/TMPRSS2 polypeptide complexed to a binding partner 

(J< The method of claim 8, wherein the 20P1F12/TMPRSS2 evaluated in the 
5 biological sample is secreted \com cells exhibiting disregulated growth. 

@ A method of identifying evidence of a neoplasm in a biological sample 
comprising: 

(a) examinir g a level of 20P1F12/TMPRSS2 gene expression in a test 
biological sa nple; and 

(b) compariig the level of 20P1F12/TMPRSS2 gene expression in the 
test biological sample to a level of 20P1F12/TMPRSS2 gene expression 
found in a o Mnparable normal biological sample, 

wherein differences k the level of 20P1F12/TMPRSS2 gene products in the test 
biological sample relative to the normal biological sample are associated with the ' 
neoplasm. , 
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^Jp The method according to claim 10, wherein the neoplasm is 



a prostate cancer. v- 



20 12. The method according to claim 10, wherein the neoplasm is a colon cancer. , 



IX The method according to claim 10, wherein the test biological sample is selected 
from the group consisting of blood, serum, stool, urine, semen and biopsied tissue. 



25 14. The method according 
gene expression in the test 



to claim 10, wherein the level of 20P1F12/TMPRSS2 
logical sample is evaluated by examining the level of 
20P1F12/TMPRSS2 mRNA expression. 



ffi The method according to claim 10, wherein the level of 20P1F12/TMPRSS2 
30 gene expression in thl test biological sample is evaluated by examining the level of 
20P1F12/TMPRSS2 prWein expression. 

(y>. The method accorc^glto claim 10, wherein the level of 20P1F12/TMPRSS2 
gene expression in the test Uc&jcal sample is evaluated by a method selected from the 
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group consisting of Sou^ern analysis, northern analysis, polymerase chain reaction 
analysis and immunoassay 



The method of clain 10, wherein the level of 20P IF 1 2/TMPRSS2 gene 
expression in a test biologica sample is evaluated by an immunoassay which measures 
the concentration of free 2 DP1F12/TMPRSS2 polypeptide or the concentration of 
20P1F12/TMPRSS2 polypeptide complexed to a binding partner. 



£llp> The method of claim 
biological sample is secreted 



7, wherein the 20P IF 12/TMPRSS2 evaluated in the test 
om cells exhibiting disregulated growth. 



The method of clain^ 18, wherein the cells exhibiting disregulated growth 
prostate cancer cells. 



are 



) 20. A method of detecting a cafrcer in an individual comprising: 

(a) examining 20P IF 12/TMPRSS2 gene expression in a test biological sample 
obtained from the individual; and 

(b) examining the individual for the presence of a factor associated with 
disregulated cellular growth; 

wherein a coincidence/^ 20P IF 1 2/TMPRSS2 gene expression in the test biological 
sample obtained from the individual and the presence of the factor associated with 
disregulated cellular growth is indicative of the cancer. 

2 1 . The method according to c laim 20, wherein the cancer is a prostate cancer. 



22. The method according to claim 20, wherein the cancer is a colon cancer. 

j23. The method^ccording to claim 20, 5 wherein the factor associated with disregulated 
cellular growth is an increase in the level of prostate specific antigen expression. 



24. The method according to clai 
from the group consisting of blood, |< 



»2Q 

4<*rum 3 



20, wherein the test biological sample is selected 
, stool, urine, semen and biopsied tissue. 
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25. The method according to 
expression in the test biological 
20P1F12/TMPRSS2 mRNA expres 
expression. 

26. The method according to 
expression in the test biological s; 
consisting of Southern analysis, nc 
immunoassay. 



27. The method of claim 20 5 wHerein the 20P IF 1 2/TMPRSS2 gene expression in a 




claim 20, wherein the 20P IF 1 2/TMPRSS2 gene 
sample is evaluated by examining the level of 
sion or the level of 20P IF 1 2/TMPRSS2 polypeptide 



claim 20, wherein the 20P IF 1 2/TMPRSS2 gene 
e is evaluated by a method selected from the group 
rn analysis, polymerase chain reaction analysis and 



test biological sample is evaluated by 



an immunoassay which measures the concentration 



of free 20P1F12/TMPRSS2 polype] ride or the concentration of 20P1F12/TMPRSS2 



polypeptide complexed to a binding j|artner. 



,| 28. The method of claim 27, wfcferein the 20P IF 1 2/TMPRSS2 evaluated in the test 
biological sample is secretedfrom cells exhibiting disregulated growth. 

v 

29. A Method of inhibiting the growth of a neoplastic cell that expresses 
20PlF12/TNff > RSS2 comprising contacting the 20P IF 1 2/TMPRSS2 expressed by the 
neoplastic cell within effective amount of an anti-20PlF12/TMPRSS2 antibody so that 
the growth of the neoplastic cell is inhibited. 



30. A method of inhibiting^the^pgression of a neoplasm that expresses 

25 20P IF 1 2/TMPRSS2 comprism^nA^t^the 20P IF 1 2/TMPRSS2 expressed by the 
neoplasm with an effective amount of^n anti-20PlF12/TMPRSS2 antibody so that the 
progression of a neoplasm is inhibited. 

31. The method of claim 30, wherein the antibody binds an epitope within a 
30 predominantly cell surface associated domain of 20FiF12/TMPRSS2. 



32. The method of claim 31, wherein the antibody is coupled to a cytotoxic agent. 



Ill 
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33. A vaccine composition for the treatment of a cancer expressing 
20P1F12/TMPRSS2 comprising an immunogenic portion of a 20P1F12/TMPRSS2 
polypeptide and a Physiologically acceptable carrier. 

34. A method of\ihibiting the growth of a cell expressing 20P1F12/TMPRSS2 in a 
patient, comprising aornmistering to the patient an effective amount of the vaccine 
composition of claim 33. 

35. A monoclonal antiboW the epitope combining site of which competitively 
inhibits essentially all of the epitope binding of monoclonal antibody produced by 



hybridoma 



_, as deposited with the ATCC. 
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36. A method for inhibiting invasion by a tumor cell comprising introducing into the 
cell's environment a 20P IF 12/TMPRSS2 polypeptide comprising the amino acid 
sequence set forth in SEQ ID NO: 2 or invasion inhibiting fragments thereof, whereby 
invasion is inhibited. 
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37. The method of claim 36, wherein the 20P1F 12/TMPRSS2 polypeptide comprises 
amino acids 255-492 of the sequence set forth in SEU ID NO: 2. 

38. A method of inhibiting the expression of 20P1F12/TMPRSS2 protein in a cell 
comprising contacting the cell with an effective amount of V oligonucleotide 
homologous to a 20P1F12/TMPRSS2 mRNA. 
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